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December 2,1999

Food and Drug Administration
Document Management Branch
5630 Fishers Lane, Room 1061
Rockville, MD 20852

REF: Docket No. 97N-484S

Dear Sirs:

I want to bring to your attention my concern regarding the
possibility of FDA regulation of bank tissues. As an orthopedic
surgeon we are intimately involved in making decisions regarding
the new technology associated with machining and preparation of
implanted allographic tissue.

Requirements and sponsoring clinical trials with the lengthy
regulatory documentation as required by the FDA for the usual
implanted devices would dramatically limit the access to health
care in this country to thousands of people. I do not think this is
appropriate and necessary. I would consider colossal waste of
resources.

If you have any questions, please do not hesitate to contact me.

Sincerely,

Thomas L. Dopson, M.D.
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